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WARNING: This product

contains nicotine. Nicotine
IS an addictive chemical.




FDA ACCEPTANCE LETTER

' U.S. Food & Drug Administration
i .{C U.S. FOOD & DRUG 10903 New Hampshire Avenue
— ADMINISTRATION Silver Spring, MD 20993
www.fda.gov
November 25, 2020
ACCEPTANCE

Element E-Liquid LLC

Attention: |l £-Liovid Formula Developer
2815 Evans Street

Hollywood, FL 33020

FDA Submission Tracking Number (STN): Multiple STNs, see Appendix A

oo |

We accept your PMTAs’ for the tobacco products identified in Appendix A. Note that attributes in
Appendix A may display converted values.

Your PMTAs will move forward in the review process. FDA may request to conduct inspections, which
may include manufacturing inspections and clinical and nonclinical research inspections, to verify the
information submitted in your PMTAs. The results of these inspections may also be used to verify the
information submitted in any additional applications that reference the same manufacturing and
research information. To ensure that the appropriate records and personnel will be available during the
inspections, FDA will notify the point(s) of contact identified prior to the inspection start date.

We will notify you if samples are required for independent testing and verification. If samples are
required, you will be notified by letter of the number of samples required and the laboratory address
where samples must be received. All requested samples should be received by the laboratory identified
in the letter within 14 calendar days of the request.

If you have any questions, please contact Regulatory Health Project
Manager, at ||| R, o @fda.hhs.gov.

E Premarket Tebacco Product Applications (PMTAs) submitted under section 910 of the Federal Food, Drug, and Cosmetic Act (FD&C Act)



FDA FILING LETTER

—/ /Y U.S. FOOD & DRUG U.S. Food & Drug Administration
i é M')MI'NISTRA”ON 10903 New Hampshire Avenue
e Silver Spring, MD 20993
www.fda. gov

January 13,2021
FILING

Element E-Liquid LLC

Attention: || ]I c-Liavid Formula Developer
2815 Evans Street

Hollywood, FL 33020

FDA Submission Tracking Mumbers (STNs): Multiple STNs, see Appendix A

Dear ([

We completad a preliminary review of your PMTAs® and determined that these applications meet the
filing requirements for a new tobacco product seeking a marketing order under section 910({b) of the
FD&C Act.? As a result, the applications for the new tobacco products identified in Appendix A are filed,
effective the date of this letter.

The decision to file these PMTAs does not mean FDA evaluated the adequacy of the data submitted or
issued an authorization order. Rather, it represents a decision by the Center for Tobacco Products that
the applications are sufficiently complete to enter substantive review phase. Please note, our filing
review is only a preliminary evaluation of the applications and not indicative of deficiencies that may be
identified during a substantive review. We will contact you if we have a request for any additional
information.

Your tobacco products specified in Appendix A are subject to the requirements of Chapter IX of the
FD&C Actand its regulations. It is your responsibility to ensure that the tobacco products specified in
Appendix A comply with all applicable statutory and regulatory requirements, including those which
may be forthcoming. For more information on your compliance responsibilities under the FD&C Act, we
encourage you to visit our website.? You may also obtain information by contacting us at

1-877-CTP-1373,‘fda.hhs.gov or fda.hhs.gov.

1 Premarket Tobacco Product Applications (PMTAs) submitted under section 910 of the Federal Food, Drug, and Cosmetic Act
{FD&C Act)

“ Federal Food, Drug, and Cosmetic Act {FD&C Act)

3 htips:/ /waveve. fda.gov/tobacco-products
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Pink Grapefrit

Premium Dripper Series

80/20 Series

Crema
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Watermelon Chill

Vibrantly juicy watermelon chiller
Refreshing watermelon meets the
smooth chill of mint. This unique
combination is the perfect remedy
to beat the heat.

Pink Lemonade

Pucker up and prepare to relish a
hot summer day

Zingy lemonade blend with just the
right amount of red fruit. A slight
tang on the tongue gives way to a
smooth citrus exhale.

Key Lime Cookie

The dessert of the islands
Melt-in-your-mouth buttery
cookies brightened with the sweet
yet tangy citrus flavor of world
famous Key Limes.

Pink Grapefruit

Taste the tangy “forbidden fruit”
The mysterious fruit from
Barbados gushes citrus flavor.
Quench your curiosity with the
tangy, bitter goodness of this
vape.

Crema

The ultimate dessert vape

Eclairs, cake rolls, tiramisu—it’s
that sweet cream filling that makes
treats delicious. Treat yourself to
that cool, delicate flavor in a vapor.
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Strawberry Whip

80/20
60mL | 125mL

OMG | 3MG | 6MG

Frost

Icy menthol balanced by subtle
sweet tones

Shake your senses with our
gratifying menthol blend! Frost is a
mildly sweet and chilling menthol
experience.

Banana Nut

Rich banana nut bread infused with
caramel

The aroma of freshly baked banana
nut bread will make your taste
buds swoon—savor the nutty
caramel and ripe bananas.

Fresh Squeeze

Vape the taste of fresh squeezed
oranges

We've peeled back the secrets of
creating natural, freshly squeezed
orange flavor in this sweet and
tangy citrus blend.

Kiwi Redberry

Alluring bold flavors of mature red
berries and refreshing kiwi
Pleasantly blended to create a
superb blend of ripe fruit flavors is
what you can expect from our Kiwi
Redberry.

Strawberry Whip

Tart berries with creamy vanilla
We’ve amped up the sweetness in
this decadent strawberry blend!
Luscious berries and cream create
irresistible shortcake vapor.
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Watermelon Chill

Vibrantly juicy watermelon chiller
Refreshing watermelon meets the
smooth chill of mint. This unique
combination is the perfect remedy
to beat the heat.

ELEMENT
MOUTH-TO-LUNG

555 Tobacco

A masterful tapestry of tobacco
555’s rich tobacco base promotes
warmer notes of hazelnuts,
almonds and walnuts lightly
bathed in caramel and vanilla.

Watermelon Chill

Vibrantly juicy watermelon chiller
Refreshing watermelon meets the
smooth chill of mint. This unique
combination is the perfect remedy
to beat the heat.

60mL

50/50

OMG | 3MG | MG
12MG | 18MG

... Tobacco

Rich, pure tobacco flavor with golden
throat hit

Our take on a classic—a bountiful
harvest of smooth tobacco flavor
makes an ideal alternative to
traditional tobacco use.

Element Mouth To Lung
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Pink Lemonade

ELEMEN

IBI? Pucker up and prepare to relish a

hot summer day
X~ Zingy lemonade blend with just the
0 right amount of red fruit. A slight
tang on the tongue gives way to a
smooth citrus exhale.

—>x

Element Mouth To Lung

F;‘st‘ Frost

MTL
— Icy menthol balanced by subtle

Vs sweet tones

" Shake your senses with our
gratifying menthol blend! V-Frost
is a mildly sweet and chilling
menthol experience.

Element Mouth To Lung

30mL

NICOTINE SALTS 36MG | 48MG
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Pink Lemonade Frost

Pucker up and prepare to relish
a hot summer day
Zingy lemonade blend with just the right
amount of red fruit. A slight tang on the
tongue gives way to a smooth citrus exhale.

Icy menthol balanced by subtle sweet tones
Shake your senses with our gratifying
menthol blend! Frost is a mildly sweet

and chilling menthol experience.
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Absinthe Tobacco

A sinful indulgence of spirits and
tobacco
A seductive fusion of rich tobacco

ELEMEN

60mL

50/50

OMG | 3MG | 6MG
12MG | 18MG

Black Currant

Luxuriously smooth tobacco infused with
sweet & tangy black currant
A bountiful harvest of tobacco and

Decadent Tobacco Infusions

3 l:maswwf blends, combined with pleasing notes .aum'(; earthy notes. Bold tobacco mellowed
= of anise-flavored spirits. This {%?‘?ﬁé by sweet & tangy black currant then
E é magnificent blend is our rendition to a [é merged into a splendid fusion of silky
-1 i unique experience that will bring you &= vanilla with hints of nutty tones. This
e back in time. — irresistible blend is truly a complex

tobacco palate pleaser.
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Hazelnut Tobacco Chocolate Tobacco

ELEMEN

Steeped rich tobacco merged with soft
notes of decadent chocolate

— Indulge yourself with this European flair
cHocon of rich tobacco and creamy notes

Elegant tobacco with warm hazelnut note
Savior each velvety puff of this refined
- blend channeling the alluring taste of

et Turkish hazelnut mingling in oh-so rich
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e tobacco tones. This classic || = wrapped around decadent chocolate.

\j‘?mgj combination is tremendously smooth %mg This fusion of rich tobacco with notes
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thick vapor plumes.

Honey Roasted

Sublime blend of bountiful tobacco
and nutty notes
Soothe your self-indulgence mood
with a balanced swirl of rich tobacco
flavor draped over delicious notes of
Emg nutty caramel and velvety vanilla. This
o W luxurious, full-bodied blend delivers a
mm—— unique vaping experience.

HONEY
ROASTED
TOBACC

g et

80/20

Honey Roasted
60mL

Sublime blend of bountiful tobacco and

( nutty notes OMG | 3MG | 6MG
3| foo Soothe your self-indulgence mood with

8| e a balanced swirl of rich tobacco flavor

g| |eon 2= draped over delicious notes of nutty

- caramel and velvety vanilla. This

luxurious, full-bodied blend delivers a
unique vaping experience.
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One of a kind mouthwaterring and
invigorating bright neon lime
blend.

Cool down and chill out with our
hirst-quenching sumptuous
combination of intense neon green
lime over endless slush ice. This
zesty lime is sweetened to
perfection making it the ideal taste
bud tamer.

Bold sweet bursts of rainbow of
candy certain to shower your
palate in juicy flavors.

An intoxicating candy blend, this
vibrant coupling of sweet and
colorful fruit come alive with every
puff. Brimming with mind-blowing
rainbow candy, this delectable
treat is the golden ticket to relive
those fond childhood memories.
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Soft and fluffy vanilla cupcake
with pink velvet frosting.
Encticing and tantalizng, this
guilt-free treat is a myriad of
luxurious vanilla cake layered in
swirls of pink icing. Rich in flavor
and clouds, this blend is
reminiscent of a delightful creamy
strawberry cupcake dream.
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Full-bodied juicy medley of
Concord, Ruby and Red Globe
grapes.

A palate-pleasing union of bright
fragrant grapes coming together
for a delicious vape certain to
satisfy your sweet tooth.

A splendid fusion of ripe and
tangy pineapple with sweet berry
and tropical mango.

Juicy, vibrant pineapple kissed
with sweet berries and succulent
mango, a true tropical taste
creating the perfect gateway to
your own personal island.

A super-summer blend of juicy,
sweet, and refreshing assorted
melon.

Sit back and relax with this unique
fusion of a feel-good summer
cooler. This medley of sweet and
juicy melons, is the perfect
antidote to keep you cool and
beat the heat.
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Pink Grapefruit +
Blueberry

A bold blending of pink grapefruit,
and sweet blueberries with notes of
cream.

As smooth as it is tangy, Pink
Grapefruit + Blueberry
encompasses a swirl of sweetness
derived from its subtle presence of
cream.

Emulsions Dripper Series

)

80/20
60mL | 125mL

OMG | 3MG | 6MG

Strawberry Whip +
CELELGERNT

An all time classic duo of creamy
Strawberry Whip and Banana Nut.
Never a dull moment when these
two get together. Strawberry Whip
+ Banana Nut is a flavorful match
made to vape. Combining sweet
strawberry with a nutty banana
finish.

C 8 Strawberry Whip + %
Wil Watermelon Chill Ml

An alluring blend of ripe
strawberries, cream and juicy
watermelon.

A delectable dessert juice certain to
satisfy your senses, Strawberry
Whip + Watermelon Chill is an
indulging vaper’s dream. Sweet and
smooth, igniting a blend of these
irresistible flavors.

Limon+
Watermelon Chill

Tangy Limén meets a it’s match in
Watermelon Chill.

Combining the complete essence of cool,
Limon + Watermelon Chill brings a lively
flavor that neither overpowers nor
undervalues the full vape experience.
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Emulsions Dripper Series
Emulsions Dripper Series

Blood Orange

Bright bursts of citrus and naturally sweet
blood orange blend. :

Inspired by the soft breezes of the _
Mediterranean, this citrus splendor captures
the vibrant and colorful flavors of both
Spain and ltaly. Slices of sweet blood
-orange immersed in its own naturally sweet
juice, is the perfect refreshment for a hot
summer day.

60mL

80/20
OMG | 3MG | 6MG




